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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Species VI shown in Figs. 3C-3D in the 
reply filed on December 19, 2005 is acknowledged. In the remarks, applicant recited 
that: "Claims 1, 4, 6-11, 15-18, 2-7, and 32-34 are readable on Species VI." For the 
purposes of examination, it is assumed that applicant intended to recite claims 20-27 
and not claims 2-7. Claims 2-3, 5, 12-14, 19, and 28-31 are withdrawn from further 
consideration pursuant to 37 CFR 1.142(b) as being drawn to a nonelected species, 
there being no allowable generic or linking claim. In addition, the examiner withdraws 
claim 9 as being drawn to Species II shown in Figs. 1C-1D and claim 10 as being drawn 
to Species IX shown in Figs. 4A-4B. 

In summary, claims 2-3, 5, 9-10, 12-14, 19, and 28-31 are withdrawn from further 
consideration. Claims 1,4, 6-8, 11,15-18, 20-27, and 32-34 are examined. 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the tissue collector and 
tissue marking mechanism specified in claims 21-22 and 33-34 must be shown or the 
feature(s) canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
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prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 22 and 34 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. In paragraph 43 (pg. 13-14), applicant does not sufficiently describe the 
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compound or mechanism used to mark tissue in such a way as to enable its use in the 
invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1,4, 6-8, 15-18, and 20-21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Burbank (U.S. Pat. No. 6,331,166). 

Regarding claim 1 , Burbank discloses a tissue cutting device, comprising: 

a probe 18 having a length generally defining a probe axis 19, the probe defining 
at least one cutting loop exit 48 at an exit angle relative to the probe axis, the exit being 
at a distal region of the probe (Fig. 1); 

a cutting loop 20 with shape memory having a preconfigured shape (col. 4, In. 
60-62), the cutting loop being selectively in one of a penetrating configuration 
configured for the cutting device to penetrate tissue and a cutting configuration 
configured for the cutting loop to cut tissue, the cutting loop being generally within a 
profile of the probe in the penetrating configuration, and when in the cutting 
configuration, the cutting loop extends through the cutting loop exit and generally 
returns to the preconfigured shape, the cutting loop being at a cutting angle relative to 
the probe axis generally defined by the exit angle (col. 4, In. 55-60 and Fig. 1); and 
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a cutting loop securing mechanism 30 configured to selectively secure the cutting 
loop 20 in the penetrating configuration and to release the cutting loop into the cutting 
configuration, the cutting loop securing mechanism being one of slidably disposed 
relative to the probe (col. 7, In. 6-10 and Fig. 1) and a groove defined in the probe 
proximal to the cutting loop exit. 

Regarding claim 4, Burbank discloses the device of claim 1, wherein the cutting 
loop securing mechanism 30 is a cover slidably disposed over probe 18 and configured 
to secure the cutting loop between the loop cover and the probe for the penetrating 
configuration (col. 7, In. 6-10 and Fig. 1). 

Regarding claim 6, Burbank discloses the device of claim 1, wherein the probe 
includes at least one cutting loop channel terminating at the cutting loop exit (col. 5, In. 
53-62 and Fig. 1). 

Regarding claim 7, Burbank discloses the device of claim 1, wherein the size of 
the cutting loop is adjustable by retracting or extending the cutting loop into and out of 
the probe when the cutting loop is in a cutting configuration (col. 6, In. 9-57 and Figs. 8- 
10). 

Regarding claim 8, Burbank discloses the device of claim 1, wherein the probe 
defines two cutting loop exits (at the proximal and distal ends of recess 48) through 
which the cutting loop extends (Fig. 1). 

Regarding claim 1 5, Burbank discloses the device of claim 1 , further comprising 
a loop cover 30 disposed slidably over probe 18, the loop cover configured to secure 
the cutting loop between the loop cover and the probe for the penetrating configuration 
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and to release the cutting loop into its preconfigured shape for the penetrating 
configuration (col. 7, In. 6-10 and Fig. 1). 

Regarding claim 16, Burbank discloses the device of claim 1, wherein the cutting 
loop 20 is coupled to an energy source configured to supply energy to the cutting loop 
to facilitate cutting of tissue by the cutting loop (col. 4, In. 64-66). 

Regarding claim 17, Burbank discloses the device of claims 1 and 16, wherein 
the energy source is selected from at least one of a radio frequency, laser, water jet, air 
abrasion, ultrasonic, oscillation along a predetermined distance, direction and/or 
frequency, oscillation along a variable distance, direction and/or frequency (col. 4, In. 
64-66). 

Regarding claim 18, Burbank discloses the device of claims 1 and 16, wherein 
the cutting loop 20 is partially insulated 30 to selectively expose the tissue to the energy 
(Fig. 1). 

Regarding claim 20, Burbank discloses the device of claim 1 , further comprising 
a probe locating mechanism housed in the probe, the probe locating mechanism 
facilitates in determining the location of at least one of the probe and the cutting loop 
within the tissue from external to the tissue, the probe locating mechanism being one of 
a light, a radiologic marker, and an ultrasound marker (col. 5, In. 24-31). Since Burbank 
discloses using ultrasound as a probe locating mechanism, the probe of Burbank must 
inherently comprise a probe locating mechanism in the probe. 

Regarding claim 21 , Burbank discloses the device of claim 1 , further comprising 
a tissue collector to collect tissue cut by the cutting loop (col. 8, In. 39-46). 
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Claims 23-24 and 32-33 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Dulebohn (U.S. Pat. No. 5,201,741). 

Regarding claim 23, Dulebohn discloses a method for cutting targeted tissue, 
comprising: 

positioning a tissue cutting device 10 adjacent to the targeted tissue, such that a 
distal end 52 of a probe 50 of the tissue cutting device is distal to the targeted tissue, 
the probe having a length generally defining a probe axis and the probe defining at least 
one cutting loop exit 54 at an exit angle relative to the probe axis, the exit being at a 
distal region of the probe; 

releasing 58 a cutting loop 16 of the tissue cutting device from being generally 
parallel to the probe axis in a penetrating configuration to a cutting configuration, the 
cutting loop having shape memory (col. 4, In. 42-48) with a preconfigured shape such 
that upon releasing the cutting loop, the cutting loop generally returns to the 
preconfigured shape and generally extends at a cutting angle relative to the probe axis 
defined by the exit angle (col. 7, In. 57-62); and 

retracting the tissue cutting device so that the cutting loop in the cutting 
configuration cuts the targeted tissue (col. 3, In. 1-9). 

See Figs. 8-9. 

Regarding claim 24, Dulebohn discloses the tissue cutting method of claim 23, 
further comprising returning the cutting loop to the penetrating configuration when the 
cutting loop is proximal to the targeted tissue (col. 3, In. 6-11). 
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Regarding claim 32, Dulebohn discloses the tissue cutting method of claim 23, 
further comprising adjusting the size of the cutting loop to generally encircle the targeted 
tissue (col. 3, In. 1-6). 

Regarding claim 33, Dulebohn discloses the tissue cutting method of claim 23, 
wherein the retracting is such that a tissue collector follows the path of the cutting loop 
to collect the cut tissue (col. 3, In. 6-1 1 and col. 7, In. 45-55). In the device of Dulebohn, 
the cutting loop 16 also serves as the tissue collector. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 1 1 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Burbank ('166). 
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Regarding claim 11, Burbank discloses the device of claim 1. Since Burbank 
discloses that element 20 is a cutter (col. 4, In. 64-65), it would be obvious, if not 
inherent, to have at least one edge of the cutting loop to be at least one of sharpened 
and serrated in order to facilitate cutting. 

Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Burbank 
('166) in view of Nakao (U.S. Pat. No. 5,336,227). 

Regarding claim 22, Burbank discloses the device of claim 1. The claim differs 
from Burbank in calling for a tissue marking mechanism to mark the tissue cut by the 
cutting loop. Nakao, however, teaches a tissue marking mechanism to mark the tissue 
cut by the cutting loop and the internal site of cutting in order to match a severed tissue 
sample with the respective site within the patient (col. 3, In. 17-44). Therefore, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to have included a tissue marking mechanism as claimed in the device of Burbank in 
view of the teaching of Nakao in order to match a severed tissue sample with the 
respective site within the patient. 

Claims 25-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Dulebohn (741) in view of Burbank ('166). 

Regarding claim 25, Dulebohn discloses the tissue cutting method of claim 23. 
The claim differs from Dulebohn in calling for applying an energy to the cutting loop to 
facilitate cutting of tissue during the retracting. Burbank, however, teaches a surgical 



Application/Control Number: 10/783,714 Page 10 

Art Unit: 3739 

snare and applying an energy to the cutting loop to facilitate cutting of tissue (col. 4, In. 
64-66). Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have applied an energy to the cutting loop of Dulebohn 
in view of the teaching of Burbank in order to facilitate cutting of tissue during the 
retracting. 

Regarding claim 26, Dulebohn discloses the tissue cutting method of claims 23 
and 25 in view of Burbank. In addition, Burbank teaches that the energy comprises 
radio frequency energy, a type of energy that is well-known in the art. 

Regarding claim 27, Dulebohn discloses the tissue cutting method of claims 23 
and 25 in view of Burbank. 27. Given that the method of Dulebohn selectively exposes 
the cutting loop (Fig. 8) and that Burbank teaches that his cutting loop is partially 
insulated 30 to selectively expose the tissue to the energy being applied (Figs. 8-10), it 
would be obvious to partially insulate the energized device of Dulebohn in view of 
Burbank in order to selectively expose the tissue to the energy being applied. 

Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Dulebohn (741) in view of Nakao ('227). 

Regarding claim 34, Dulebohn discloses the tissue cutting method of claim 23. 
The claim differs from Dulebohn in calling for marking the cut tissue using a tissue 
marking mechanism during the retracting. Nakao, however, teaches marking the cut 
tissue using a tissue marking mechanism during the retracting and marking the internal 
site of cutting in order to match a severed tissue sample with the respective site within 
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the patient (col. 3, In. 17-44). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have included a tissue marking 
mechanism as claimed in the device of Dulebohn in view of the teaching of Nakao in 
order to match a severed tissue sample with the respective site within the patient. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 

applicant's disclosure: 

US 3739784 A USPAT Itoh; Mitsuto 

US 5190542 A USPAT Nakao; Naomi L. et al. 

US 51 90555 A USPAT Wetter; Lowell A. et al. 

US 5192286 A USPAT Phan; Cu N. et al. 

US 541 5656 A USPAT Tihon; Claude et al. 

US 20030109874 A1 US-PGPUB Dennis, William G. 

US 20030163129 A1 US-PGPUB Lee, Roberta et al. 

US 68521 11 B1 USPAT Lieber; David 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alex B. Toy whose telephone number is (571) 272-1953. 
The examiner can normally be reached on Monday through Friday, 8:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda CM. Dvorak can be reached on (571) 272-4764. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




